m • 

unpatentable over applicant's previous U.S. Patent 

4, 113 r 881 f which describes and claims only a method for 

treating rheumatoid arthritis with cetyl myristoleate . 

This ground of rejection is respectfully traversed. 

In the outstanding rejection it is correctly 

asserted that applicant's previous patent mentions the use 

of cetyl myristoleate to treat or prevent "poly-arthritis." 

From this acknowledged teaching it is therefore concluded 

that the use of this compound to treat "non-rheumatoid 

arthritis" would have been suggested to the "skilled 

artisan". Respectfully / this conclusion is not correct ^ 

particularly with respect to the treatment of osteoarthritis 

as now claimed. As applicant has pointed out in the present 

specification there are over 100 different kinds of 

"arthritis"/ having different causes / symptoms , and^ most 

importantly f treatment. The American Medical Association 

Encyclopedia of Medicine states at page 132 (attached 

Exhibit 1): 

Arthritis is not a single disorder but the 
name of joint diseases from a number of 
causes. The arthritis may involve one 
joint or many — 

The AMA Encyclopedia further describes 
osteoarthritis as being the most common type of arthritis 
and resulting from "wear and tear on the joints". 
Rheumatoid arthritis is described as the most severe form of 
arthritis and as being an "autoimmune disorder in which the 
body's immune system acts against and damages joints and 
surrounding soft tissues". Rheumatoid arthritis is also a 
disease involving inflamation whereas osteoarthritis is not. 
Except that both diseases may effect the joints they have 
nothing in common. (See also attached Exhibit 2 at page 2^ 
defining "arthritis". Exhibit 3/ describing the symptoms and 
causes of osteoarthritis in considerable detail and Exhibit 
4 which distinguishes rheumatoid arthritis from 
osteoarthritis) . 
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The two diseases have nothing in common as to 
cause and there is nothing to suggest that using cetyl 
myristoleate to treat rheumatoid arthritis ^ as taught and 
claimed in applicant's earlier patents would lead one to use 
this material to treat osteoarthritis^ as presently 
described and claimed. 

Perhaps confusion has arisen from the term "poly- 
arthritis" used in the prior patent and referred to in the 
outstanding Office Action. Poly-arthritis does not mean all 
or many types of arthritis . As confirmed by Blakiston's New 
Gould Medical Dictionary at page 943 (Exhibit 5)^ 
"polyarthritis" merely means inflamation of many joints. 
The references in applicant's earlier patent was clearly to 
inflamatory rheumatoid arthritis effecting multiple joints, 
not osteoarthritis which is a distinctly different disease 
involving little or no inflamation (see Exhibit 3, page 3) 
which may or may not involve multiple joints. Applicant's 
earlier patent is concerned only with treating rheumatoid 
arthritis and nowhere mentions or suggests the treatment of 
osteoarthritis with cetyl myristoleate or anything else. 

Clearly, the skilled artisan, knowledgeable in the 
meaning of the term "polyarthritis", and reading a patent 
dealing exclusively with inflamatory, rheumatoid arthritis 
would not be led by that patent's teaching to suppose that 
the same medication would be effective in treating a totally 
different disease, osteoarthritis which involves little or 
no inflamation. 

In view of the present amendments and 
considerations advance herein, on reconsideration: allowance 
of this case is appropriate. 




Registration No. 24,808 
Attorney for Applicant 
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ARTHRITIS 



rA, 



irthritis 

Inflammation of a joint, characterized 
by pain, swelling, stiffness, and red- 
ness. Arthritis is not a single disorder 
but the name of joint disease from a 
number of causes. The arthritis may 
mvolve one joint or many, and can 
vary in severity from a mild ache 
and stiffness to severe pain and, later, 
joint deformity. 

TYPES AND CAUSES 

OSTEOARTHRITIS Also known as 
degenerative arthritis, this is the most 
common type of arthritis. It results 
from wear and tear on the joints, 
evolves in middle age, and most com- 
monly troubles older people, 
RHEUMATOID ARTHRITIS The most scvere 
tvpe of inflammatory joint disease, 
this is an autoimmune disorder in which 
the body's immune system acts against 
and damages joints and surrounding 
soft tissues. Many joints — most com- 
monly those in the hands, feet, and 
arms — bfecome extremely painful, 
^stiff, and deformed. 
STILL'S DISEASE Juvenile rheumatoid 
arthritis; it is most common in children 
under the age of 4. It usually clears up 
after a few vears but even then may 
stunt growth and leave the child with 
permanent deformities. 
SERONEGATIVE ARTHRITIS This is a group 
of disorders that causes symptoms 
and signs of arthritis in a number of 
joints, although blood test results for 
rheumatoid arthritis are negative. It 
can be associated with skin disorders 
(such as psoriasis), inflammatory 
intestinal disorders (such as Crohfs 
disease), or autoimmune disorders. 
INFECTIVE ARTHRITIS AIso known as sep- 
tic or pyogenic arthritis, this is joint 
disease caused by the invasion ot bac- 
teria into the joint from a nearby 




Arthritis in the hands 

Severely deformed joints in the hands of an 
elderly woman who is suffering from 
rheumatoid arthritis. 

infected wound or from bacteremia 
(infection in the bloodstream). The 
infected joint usually becomes hot as 
well as painful and swollen. 

Arthritis may also occur as a com- 
plication of an infection elsewhere in 
the body, such as chickenpox, rubella 
(German measles), mumps, rheumatic 
fever, or gonorrhea; it may also be a 
complication of nonspecific urethritis, in 
which case the joint inflammation 
forms part of Reiter's syndrome. 
ANKYLOSING SPONDYLITIS In this arthritis 
of the SDine, the joints linking the ver- 
tebrae become inflamed and the ver- 
tebrae fuse. The arthritis may spread 
to other joints, often the hips. 
GOUT This disorder is associated with a 
form of arthritis in which uric acid 
(one of the body's waste products) 
accumulates in joints in the form of 
crystals, causing inflammation. It 
usually affects one joint at a time. 

DIAGNOSIS 

The diagnosis is made from the 
patient's symptoms and signs. To 
discover the cause, fluid may be 
withdrawn through a needle from an 
affected joint. This fluid may then be 



examined microscopically for the 
presence of microorganisms, or uric 
acid or other crystals. Sometimes a cul~ 
ture is made from the fluid so that it 
can be analyzed for any infection. 

X rays may be carried out to reveal 
the type and extent of damage to 
joints. Blood tests can reveal the pres- 
ence of proteins typical of rheumatoid 
arthritis, a high level of uric acid 
indicative of gout, or sometimes a 
high ESR (erythrocyte sedimentation 
rate), indicating inflammation. 

TREATMENT 

There are specific treatments for the 
different types of arthritis^for 
example, antibiotic drugs for septic 
arthritis, anti-inflammatory drugs for 
treating rheumatoid arthritis and 
osteoarthritis, and allopurinol for 
gout. Many other drugs are used to 
treat different forms of arthritis, but 
none' seems able to effect a cure. 

In a severe attack of arthritis affect- 
ing several joints, a few days' bed rest 
will help settle the inflammation; indi- 
vidual joints can be splinted to reduce 
the pain, and heat and supervised 
exercises help keep the deformity in 
the joints to a minimum. Obese 
people with arthritis in weight-bear- 
ing joints should lose weight. 

Diseased joints that have become 
extremely painful, unstable, or 
deformed may require arthroplasty 
(replacement of the joint with an artifi- 
cial substitute) or arthrodesis (fusion of 
the bones in the joint). 

OUTLOOK 

Arthritis has many forms and varies 
widely in its effects. Only a few 
sufferers become severely disabled. 
Most are able to-lead productive lives, 
although activity may need to be 
altered to preserve joint function. 



Arthrodesis 

A surgical procedure in which the two 
bones in a diseased joint are fused to 
prevent the joint from moving, 

WHY IT IS DONE 

If pain and deformity in a diseased 
joint are so severe that they cannot be 
relieved by drugs, splinting, and 
physical therapy (as can occur in 
rheumatoid arthritis), or if a joint has 
become unstable, usually as the result 
of an injury, some form of surgery is 
required. In most cases, the operation 
of first choice is arthroplasty 
(reconstruction of a diseased joint 
using artificial replacements), since 
this procedure retains movement in 
the joint. When arthroplasty is not 
feasible or fails, arthrodesis is used. 



HOW IT IS DONE 

A local anesthetic may be all that is 
required for a small joint, such as a 
finger. Otherwise, general anesthet- 
ic is used. The technique of the opera- 
tion varies according to the joint being 
treated, but in most cases cartilage 
(smooth, shock-absorbing tissue) is 
removed from the ends of the two 
bones, along with a surface layer of 
bone from each. The two ends are 
then joined so that, when fresh bone 
cells grow, the ends will fuse. The 
bones may need to be kept in position 
with plates, rods, or screws; a bone 
graft may also be carried out. 

In arthrodesis of the knee or ankle, 
additional immobilization of the 
joint— by transfixing it with pins 
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mserted through the skin— may be 
necessary to keep the area stable until 
healing is complete. 

RECOVERY PERIOD 

Complete union of the bones can take 
up to six months but is usually much 
quicker. In some cases the bones fail to 
fuse, but; often this is irrelevant 
because fibrous tissue fills the gap 
between them and is strong enough to 
provide the same effect and strength 
as bone fusion. 

OUTLOOK 

One advantage of arthrodesis over 
arthroplasty is that, once performed, 
it needs no regular surveillance or 
further care; the patient can be reason- 
ably certain that the problem with the 
joint has been solved permanently. ~~ 
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■ The Road Back 7 

decade that it began at last to find its way back to the main 



RETURNING TO THE MAIN ROAD 

When an inexperienced hunting dog is first exposed to 
game, he uses all of his energy searching for tracks in an open 
held, running m circles, chasing after every lead regardless of 

fo Jn 1 ^ ^^"^^ of arthritis is 

taced with the same apparently endless number of possibili- 
bes, with the potential for at least as much finistration and 
hope^ssness^ But like the hunting dog, he eventually learns 
which directions are most likely to be productive and he 
rXhs ^ priorities. And he starts to get 

This book describes how the dogs that have been hunting 
for the infectious cause of arthritis eventually got smart, what 

PopuW Breed """"^ *° ^'^'^^'"^ ^""'^ 

)^ ^JL^^^l^^^^L ^ihe rheumatoid forms Qf arthri tis, which 
.jagans e^E^IEmT^m osteoarthriHT^ W^ 
^^pEgon. all the m^^^^fa^gT^-i;:^! 

.connective-tassue d^^T^tGiTan;^^ 

.^.^cess wm cF resembler gejgoim nrailg^g^Sr ^ 

A real autoimmune reactionlilhi^ody fighting its own 
ce Is. In rheumatoid arthritis, the body does not attack its own 
cells as the pnmary target. What is called the autoimmune 
reaction m all these forms of arthritis is actually the body's 
natural defense against an infection in the connective tissues. 

J^K L^/ u ' ^'^^'^ ^S^"*' ^^'"g to the cells or are 
embedded withm them. The infectious agent, and the body's 
reaction, cause the inflammation, the pain, and the eventual 
chshgurement of rheumatoid arthritis. When the body makes 
that response, it also attacks the cell to which the disease 
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year. Just a couple of years ago it was 34 million, and now it 
has risen to 37 million. About half those people suffer from 
straight rheumatoid arthritis, and if you add in the patients 
who sire aflOicted with a combination of rheumatoid and 
osteoarthritis, the number is at least 25 miUion, 

^TEOAR THRl^^JDIF^ 

^Osteoarthritis is a noninflammatory form of arthritis that is 
^hereditary and is consid ered to be incurable. It is character - 
ized by calcium depositswhich can accumulate on pressure 
jpoints and impinge on nerves , so there is _some pain associ- 
ated with, it, alth ough it is different from the pain that goes 
with the rheumatoid form . I have foundlhat as a nde, when 
an osteoarthritis patient complains bitterly about the disease, 
it is because there is a component of rheumatoid arthritis 
mixed in with it. Until fairly recently it was very difficult to 
demonstrate the presence of rheumatoid arthritis in that kind 
of combination, because the osteo obscured the picture. 
However, the bone and joint scan has greatly illuminated the 
picture in recent times by revealing inflammatory reactions 
associated with the calcium pressure points. 

This population of perhaps 10 miUion arthritics who have 
both forms represents a major added challenge, because a 
safe method of treatment is needed to allow the physician to 
probe therapeutically. It makes no sense to probe a possible 
combination of osteo and rheumatoid with gold or penicilla- 
mine or Plaquenil because the drugs are so dangerous to 
begin v^ith. Until the bone scanner came along, many physi- 
cians chose to deal with the problem by concluding it wasn't 
there: they said that there was no such combination, and that 
a patient had either osteo or rheumatoid but never both. We 
have found through our ovra use of the bone scanner and tests 
for the mycoplasma antibody that approximately half the 
cases of osteoarthritis involve some degree of the rheumatoid 
form. 
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The Blakiston Divisi 



ion 



POUOMYEUfm 

i.ceph"a-li'tis [polics; O, niyii^^ 
kalos; -xiia, inflammation]. :tPo|^J 
)lioencepbaUtis existing togethe^ff 
tis [polios; mydos; -tfia]. l:?^A^c ^g 8 
iase of man which usually.: ruSg| 
ve course, characterized ^y tVP^^ 

d gastrointestinal symptomsj^ bM . 
.gress to involve the central nery^9 
suit in a nonparalytic or paralytiS 
sease, the latter being the class^c^ 
anterior poliomyelitis. It is endemi^ 

flare-ups. 2. Formerly, any inflami? 
e gray matter of the spinal cord^ 
t'ic, adj. ''^^h 
n early form, diagnosed by mterence^ 
.demic, characterized clinically onlyl 
mild si^mptoms of upper respiratoryj 
dache, gastrointestinal disturbances^ 
omiting, but which does not progre^ 
■nt of the central nervous systei^ 
nosis rests upon isolation of the vi^ 
al reactions. • 
ior p. An acute inflammation of .thej 
13 of the gray matter of the Bpij^l 
lost common in children, producinfl 
• certain muscle groups or of an entir^ 
.nset is sudden, with fever, gastrc^ 
■mplaints. and pain in the affeptedj 

the paralysis is usually most extend 
beginning, a certain amount of 

taking place subsequently. Th^ 
scles atrophy rapidly, the reflexes inl 
ioai; and reaction of degeneratlorij 
From contraction of antagonisti^ 
5formities occur later in hfe.-'^^^ 
utile paralysis, epidemic paralyM^ 
a paralysis, Heine-Medin's disease.^ 
jinal p- Anterior poliomyelitis,* ac^ 

p. A type similar to Landry's par^S 
.aralysis starts in the toes, rapi^f 

the legs, thighs, trunk, and finaUy|^ 
5 of respiration. ;JL_ 

A form in which lesions are conce^ 
he meduUa of the brain; motor cra^a 
i respiratory and circulatory cent^ 

la^l^p! A form invohnng the medulla 

Interior p. See progressive muscuU 

itic p- That in which, in addition^l^ 
d spinal lesions, there is more difiu^ 
•nt of the brain. Principal symptoms jo. 
iety byperexcitabUity, signs of upp| 
iron lesion, muscular tremors, deliriu| 
i occasionaUy convulsions. 
p. A form of toxic neuritis due to mettt 
where the paralysis is so severe that «^ 
poliomyelitis. . ^ , . •„ +Sl 

p. A tvpe characterized by pam in 
domen,'and sometimes the lower hm^ 
araplegia, sensory loss extending to 
,d retention of urine. The end resul^l 
araplegia and sphincter disturbanc^^^^ 
ilytic p. A form generally characteri|g 
and stiffness in the muscles of the 
. especiaUy of the neck and back, i 
nd often increased amounts P^*'>\^ 
nber of leukocytes in the cerebrospu 
his may be the clinical maximum ot 1 
Definitive diagnosis rests upon iBola| 
irus and serological reactions. ^ 
•ic p. A form with a variable combinaj 
of damage to the central nervous sys J 
ig flaccid paralysis, weakness. mcoord| 
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v.; tion, muscle s^aSms, muScle tend eriiesS, hyper-: 
esthesia, and disturbance of consciousness; sub- 
divided, on the basis of anatomital structures 
involved, into acute anterior or spinal, bulbo- 

- spinal, bulbar, and encephalitic type;&. 
, spinal p. See acute anterior p. 
splnobulbar p. See bulbospinal p. 

.' i: syphilitic p. See syphilitic amj/oiropAia. 

,po'li-o-my"e.Iop'a-thy [polios; mydos; G. pathos, 
disease]. Disease of the gray matter of the spinal 
cord and medulla oblongata. 

po'Il-o-plasm" (po'lee-o-plaz''um) [polios; G. 
plasmai anything formed]. Granular cytoplasm. 

po'll-o'sis [polios; G. -osis, condition]. A condition 
characterized by the absence of pigment in the 
hair. Syn., canitiea. 

po'U-O'thrix, See canities. 

Po'lish plait. See pZica polonica. 

Politzer, Adam [Austrian otologist, 1835-1920]. 
Described 'otosclerosis (1895). Introduced a 
method of testing hearing. A tuning fork held in 
front of the nares will be heard only by an unaf- 
fected ear during swallowing; called Politzer*8 
test. See also Politzer bag. 

po-litz"er.|*za'tlon (po-lit^sur-i-zay'shun. -eye- 
zay'shun, po'lit-sur-, pol"it-8urO [Politzer]. The 
production of. sudden increased air pressure in the 
nasopharynx to inflate the middle ear. by means 
of compression by a Politzer bag. 

poll (pole) [ME. pol]. In veterinary medicine, that part 
of a horse's neck lying just posterior to the occiput. 

Pollak's test. See von Jaksch-Pollak's test. 

por'la.kl-u'rl.a (pol"uh-kee-yoor'ee-uh, -kigh- 
yoor'eo-uh) [G. pollakis, often; ouron, urine]. ' 
Abnormally frequent micturition. 

poMan'tin [h. pollen, fine flour; G. anti, against]. A 
hay-fever antitoxin obtained from the blood of 
horses inoculated with pollen extract. Also called 
Dunbar's serum. 

pol'len [L.]. The fecundating element produced in 
the anthers of flowering plants. 

por'le-no'sis [pollen; G. -osia, condition]. Hay fever 
or asthma caused by contact with pollen to which 
the patient is specifically sensitive. 

poi'lex [L.]. The thumb. — pol'll-cis, adj. 
p. valgus. A thumb abnormally bent toward the 
ulnar side, 

p. varus. A thumb abnormally bent toward the 
radial side. 

Pollister method. See Mirsky-Pollister method. 

P°J,*'" [L. polluium, from polluere, to defile]. 1, 
The act of defiling or rendering impure, as pollu- 
tion of drinking water. 2. The discharge of 
semen without sexual intercourse, as in nocturnal 
emission, 

nocturnal p. A nocturnal, involuntary seminal 

discharge. 06s. 

self -p. Masturbation. Obs. 
Po lo-cyte (L. polus, pole; G. kytos, cell]. One of the 

small cells or bodies formed during the maturation 

aivisions of the ovum. Syn., polar body. 

TK "J""*" f^^- Polonia, Poland]. Po = 210. 
J n radioactive element isolated by Pierre 

and Marie Curie from pitchblende (1898) ; a prod- 
Ooi ♦ °^ <^/sintegration of radium. Syn., radium-F. 
poi-toph'a.gy [G. poltos, porridge; phagein, to eat]. 

yomplete chewing of the food before swallowing it. 
P° !"s [L.]. A pole. 

• *in^' ^^^y^' 1' ^ combining form mean- 

ng much or many. 2. In medicine, a combining 
. orm denoting excessive, affecting many parts, or 
p 0/ diverse origin. 

ya, Eugene [Hungarian surgeon, 1876-1944], 
K /r*s^inguished for his important contributions to 
; . ae technic of gastrointestinal surgery. His gastro- 
. enterostomy is accomplished by the use of small 
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Payr clamps placed upon the duodenum after 
freeing it with the pyloric end of the stomach, the 
duodenum being divided, the stomach retracted, 
and the duodenum closed. The stomach is clamped 
at a point distal to the freed portion;in which all 
vessels have been secured. A loop of jejunum is 
brought through an opening in the transverse 
mesocolon and united to the posterior wall of the 
stomach, forming a posterior gastroenterostomy. 
Called Pdlya's method, Pdlya's operation 
po!"y-ac'ld (pol'-'ee-ass'id) [G. polys, many; L. 
acidus, sour]. Applied to a base or basic radical 
capable of yielding two or more hydroxyl erouDS 
asBa(OH),, Fe(0H)3. ^ & p^. 

pory.aes.the'si.a (pol"ee-ess-thee'zhuh, -zee uh). 

See polyesihesia. 
pol"y.atn'ine (pol"ee.am'in, pol"ee-uh-meenO. 
Nonspecific term referring to compounds possess- 
ing two or more amine groups, 
por'y am'ine-meth'yi.ene res'ln. Generic name 
for a synthetic acid-binding resin obtained by the 
polymerization of an aromatic amine and form- 
aldehyde or of a polyamine, a phenol, and 
formaldehyde. Such a resin is useful clinicaUy 
as a gastric antacid and to prevent acidosis when 
carbacrylic resin is usied for its sodium-depleting 
efifect. Also called polyamine-formaldehyde resin. 
. See also carbacrylamine resins. 
pory.an"dry [polys; G. aner, man]. A social state 
m which is recognized the marriage of one woman 
with more than one man at the same time, 
polyansyn. Trade-mark for a sterile solution of the 

various anterior pituitary factors. 
pol"y.ar"te.ri'tIs [polys; G. arteHa, artery; -t«w. 
inflammation]. Inflammation of a number of 
arteries at the same time. 

p. nodosa. An acute and sometimes recurrent 
disease of unknown cause, frequently fatal and 
occurring at any age. The characteristic lesion 
is an irregularly distributed segmental panarteritis 
resulting in nodules and hemorrhage along the 
mvolved arteries. Histologically necrosis, edema, 
and cellular exudate, frequently including eosino- 
phils, make up the lesions. It has been regarded 
by some as a reaction of hypersensitivity, and is 
grouped as a collagen disease. Also called peri- 
arteritis nodosa, disseminated necrotizing peri- 
arteritis. 

po!"y ar'thrIc [polys; G. arthron, joint]. Pertaining 

to many joints. 
pol"yar.thri'tis [polys; G, arthritis, arthritis]. In- 
flammation of many joints, sometimes used to 
mean acute rheumatic fever. 

epidemic tropical acute p. A self-limited syn- 
drome of unknown cause, first described among 
Australian soldiers (1942), characterized by acute 
polyarthritis, mild fever, lymph ad en op a thy, and 
transient rash: also caUed fox-hole arthrUis, 
Bougainville rheumatism. 
pory.ar.tic'u-lar[poZ2/s;L. art icuZ us, joint]. Afifect- 

ing many joints. 
pol"y.a'tom'lc [polys; G. atomos, uncut]. 1. Con- 
taming several atoms. 2. Having several hydrogen 
atoms replaceable by bases. 
porV-ba'sIc [polys; G. basis, base]. Applied to an 
acid having several hydrogen atoms replaceable 
by bases. 

pol y-ba sic ac'Id. Any acid which contains several 

replaceable hydrogen atoms. 
pory*blast [polys; G. blastos, germ]. A free macro- 
phage of inflamed connective tissue. 
por'ybleph^aTon [polys; G. blepharon, eyelid]. A 
supernumerary eyelid. Also called polyblepharia, 
polyblephary. _ 
pol"y*ceriu.lar [polys; L. cdlula, small storeroom]. 
Having many cells. 




